




https://www.fda.gov/about-fda/cdrh-transparency/515-project-status



















































































































































	BGS Coalition comment-final  082820
	I. Introduction
	II. BGS Devices and Reclassification Standards
	A. Device Classification and BGS Devices
	B. Standards for Reclassification

	III. BGS Devices Do Not Satisfy the Standards for Reclassification into Class II
	1. Clinical Data
	2. Class III Post-Approval Change Control and Pre-Approval
	Inspection and Manufacturing Review

	IV. Additional Harms Would Result from Reclassifying BGS Devices

	BGS Coalition Sept 8 2020 FDA Ortho and Rehab Devices Panel Meeting
	Slide Number 1
	BGS Coalition
	BGS Coalition Presenters
	Agenda
	Regulatory Considerations That Preclude BGS Reclassification
	Key Regulatory Requirements for Reclassification
	Slide Number 7
	BGS Devices Are Varied and Not a “Generic Type”
	BGS Devices: Not a “Generic Type”
	Distinctly Different Waveforms
	Product Class Differences 
	Waveforms: Differing and Complex
	Unknown Allowable Tolerances
	Information Does Not Exist to Establish Special Controls
	Incongruent Pre-Clinical vs. Clinical Data
	Class III Maintains the IDE-PMA Pathway
	Continued Need for Class III Controls
	Level 1 and 2 Clinical Data Remain Essential for BGS
	Class III Best Ensures Level 1 and 2 Clinical Data
	Class III Best Ensures Level 1 and 2 Clinical Data (Cont’d)
	Class III Controls Are Necessary for BGS Manufacturing
	Slide Number 22
	Class III Controls Are Necessary for Post-Approval BGS Changes (Cont’d)
	Class III is Also Essential Because BGS are “of Substantial Importance in Preventing Impairment of Human Health”
	Evidence-Based Medicine:�A Call for Continued High Quality Clinical Trials for Regulation of BGS Devices and Trauma Applications
	The FDA Position is Consistent With EBM Principles �
	A Rush to Under-Tested Treatments Places Patients at Risk
	Evidence Based Medicine
	Buxton’s Law
	Slide Number 30
	Clinical Trials Are Critical 
	Pre-Clinical Studies Do Not Replace A Well Designed Clinical Trial 
	Slide Number 33
	Misled By Pre-Clinical Data
	The Harm of “False Positives” 
	Tibial Nonunions Are Worse Than A Myocardial Infarction
	The Harm of “False Positives” 
	Clinical Experience with BGS Devices in Spine Applications
	Overview
	BGS Spine Patients
	Patient Selection
	Surgical Approach, Anatomy and Injury Affect Healing�
	Clinical Example – JT
	JT - Preop
	JT – Postop
	Surgical Approach, Anatomy and Injury Affect Healing�
	NASS Recommendations Depend on High Quality Clinical Data
	Future High Quality Clinical Trials Are Essential
	Clinical Experiences Summary
	Summary
	Summary
	Summary (Cont’d)
	Questions?




